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PCT/I BOO/00310 



PATENT COOPERATION TRE/ ' 

From the INTERNATIONAL BUREAU 



PPT 

NOTIFICATION OF Ft FPTION 

(PCT Rule 61.2) 


To: 

Commissioner 

I npnartmpnt of Pommprrp 

United States Patent and Trademark 
Office, PCT 

zull ooutn Clark riace noom 
CP2/5C24 

Arlington, VA 22202 
ETATS-UNIS D'AMERIQUE 

in its capacity as elected Office 


Date of mailing (day/month/year) 

05 January 2001 (05.01.01) 




International application No. 
PCT/I B00/003 10 


Applicant's or agent's file reference 
088/01360 


International filing date (day/month/year) 
20 March 2000(20.03.00) 


Priority date (day/month/year) 
19 March 1999 (19.03,99) 


Applicant 

LOSHAKOVE, Amiretal 



1. The designated Office is hereby notified of its election made: 

in the demand filed with the International Preliminary Examining Authority on: 



19 October 2000 (19.10.00) 



| | in a notice effecting later election filed with the International Bureau on: 



2. The election | X | was 

| | was not 

made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 





Authorized officer 


The International Bureau of WIPO 


34, chemin des Colornbettes 


Olivia TEFY 


1211 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 



Form PCT/IB/331 (July 1992) IB0000310 
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PATENT COOPERATION TREA~ X/ 



From the INTERNATIONAL BUREAU 



OCT 

AMENDMENTS OF THE CLAIMS 

/PPT RmIp anH 

Administrative Instructions, Section 417) 


To: 

Commissioner 

Uo Ucparirneni 01 ^ornmcric 

United States Patent and Trademark 
Office, PCT 

2011 South Clark Place Room 
CP2/5C24 

Arlington, VA 22202 
ETATS-UNIS D'AMERIQUE 

in its capacity as International Preliminary Examining Authority 


Date of mailing (day/month/year) 
05 January 2001 (05.01.01) 




International application No. 
PCT/IB00/00310 


International filing date (day/month/year) 

20 March 2000 (20.03.00) 


Applicant 

BY-PASS, INC. etal 



The International Bureau hereby informs the International Preliminary Examining Authority that no amendments under 
Article 19 have been received by the International Bureau (Administrative Instructions, Section 417). 





Authorized officer 




The International Bureau of WIPO 






34, chemin des Colombettes 


Olivia TEFY 




1211 Geneva 20, Switzerland 






Facsimile No. (41-22) 740.14.35 


Telephone No. (41-22) 338.83.38 




Form PCT/IB/337 (July 1998) 




003755155 



Copy for the International Preliminary 

Examining Authority (IPEA/US) PCT/I BOO/00310 

PATENT COOPERATION TREATY 



From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION OF THE RECORDING 
OF A CHANGE 

(PCT Rule 92bis.1 and 
Administrative Instructions, Section 422) 


To: 

FENSTER, Paul 

Fenster & Company Patent 

Attorneys, Ltd. 

P.O. Box 10256 

49002 Petach Tikva 

ISRAEL 


Date of mailing (day/month/year) 

20 September 2001 (20.09.01) 


Applicant's or agent's file reference 
088/01360 


IMPORTANT NOTIFICATION 


International application No. 
PCT/I B 00/003 10 


International filing date (day/month/year) 

20 March 2000 (20.03.00) 



1. The following indications appeared on record concerning: 

X the applicant X the inventor | j the agent j | the common representative 


Name and Address 

LOSHAKOVE, Amir 
P.O. Box 204 
42860 Moshav-Burgeta 
Israel 


State of Nationality 
IL 


State of Residence 
IL 


Telephone No. 


Facsimile No. 


Teleprinter No. 


2. The International Bureau hereby notifies the applicant that the following change has been recorded concerning: 
| | the person | [ the name X the address | | the nationality | | the residence 


Name and Address 

LOSHAKOVE, Amir 
P.O. Box 378 
60944 Moshav-Bazra 
Israel 


State of Nationality 
IL 


State of Residence 
IL 


Telephone No. 


Facsimile No. 


Teleprinter No. 


3. Further observations, if necessary: 


4. A copy of this notification has been sent to: 
| X | the receiving Office | | the designated Offices concerned 
| | the International Searching Authority | X | the elected Offices concerned 
| X | the International Preliminary Examining Authority | | other: 



The International Bureau of WIPO 


Authorized officer 


34, chemin des Colombettes 


Elisabeth KONIG 


1211 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22)338.83.38 



Form PCT/IB/306 (March 1994) 004303621 



PATENT COOPERATION TREATY 



From the INTERNATIONAL SEARCHING AUTHORITY 



To: FENSTER, PAUL . 

FENSTER & COMPA 
LTD. 

PO BOX 10256 

49002 PETACH TIKV* 

ISRAEL 


NY PATENT ATTORNEYS 

RECEIVED " 

0 4 -04- 2002 
FENSTER & (To 




PCT 

NOTIFICATION OF TRANSMITTAL OF 

TT-TT? TXT r PTr , l?XT A TTHV AT CTT A Vtf^TJ TfVPTM^T^T* 

I Mil lf\±Jiilti\ AllUfN iAJLi nJi/A±t^ri JtHiJrvJjll 

OR THE DECLARATION 
(PCT Rule 44.1) 


Date of Mailing" -i -i «n a n onAO 
(d^/month/yelr) 1 1 MAR 2002 


Applicant's or agent's file reference 
088/02281 


FOR FURTHER ACTION See paragraphs 1 and 4 below 


International application No. 
PCT/ 1 LO 1/00600 


International filing date 
(day /month/year) 

28 JUNE 2001 


Applicant 
BY-PASS, INC. 



X 



2. 



□ 
□ 



The applicant is hereby notified that the international search report has been established and is transmitted herewith. 
Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the international application (see Rule 46): 

When? The time limit for filing such amendments is normally 2 months from the date of transmittal of the 
international search report; however, for more details, see the notes on the accompanying sheet. 

Where? Directly to the International Bureau of WIPO 
34, c hem in des Colombettes 
1211 Geneva 20, Switzerland 
Facsimile No.: (41-22) 740.14.35 

For more detailed instructions, see the notes on the accompanying sheet. 

The applicant is hereby notified that no international search report will be established and that the declaration under 
Article I7(2)(a) to that effect is transmitted herewith. 

With regard to the protest against payment of (an) additional fee(s) under Rule 40.2, the applicant is notified that: 

□ the protest together with the decision thereon has been transmitted to the International Bureau together with 
the applicant's request to forward the texts of both the protest and the decision thereon to the designated 
Offices. 



□ 



no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 
Further action(s): The applicant is reminded of the following: 

Shortly after 18 months from the priority date, the international application will he published hy the International Bureau. 
If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application, or of the 
priority claim, must reach the International Bureau as provided in rules 90 bis l and 90 bis 3, respectively, before the 
completion of the technical preparations for international publication. 

Within 19 months from the priority date, a demand for international preliminary examination must be filed if the applicant 
wishes to postpone the entry into the national phase until 30 months from the priority date (in some Offices even later). 

Within 20 months from the priority date, the applicant must perform the prescribed acts for entry into the national phase 
before all designated Offices which have not been elected in the demand or in a later election within 19 months from the 
priority date or could not be elected because they are not bound by Chapter II. 





Name and mailing address of the ISA/US 

Commissi ouer of Patents jiud Trmlruuirks 
Box PCT 

Wellington, D.C 20231 
Facsimile No. (703) 305-3230 


Authorized officer * 
WILLIAM W. LEWIS ^2)/4/72t^ A/fld^-' A" 

Telephone No. (703) 308-0060 



Form PCT/ISA/220 (July 1998)* 



(See notes on accompanying sheet) 



PATENT COOPERATION TREATY 

PCT 

INTERNATIONAL SEARCH REPORT 

(PCT Article 18 and Rules 43 and 44) 



Applicant's or agent's file reference 
088/02281 


FOR FURTHER see Notification of Transmittal of International Search Report 
ACTION (Form PCT/ISA/220) as well as, where applicable, item 5 below. 


International application No. 
PCT/ILO 1/00600 


International filing date (day ^/month/year) 
28 JUNE 2001 


(Earliest) Priority Date (day/month/year) 
11 DECEMBER 2000 


Applicant 
BY-PASS. INC. 



This international search report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 



This international search report consists of a total of sheets. 

It is also accompanied by a copy of each prior art document cited in this report. 



1. Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 

language in which it was filed, unless otherwise indicated under this item. 

□ the international search was carried out on the basis of a translation of the international application furnished to this 
Authority (Rule 23.1(b)). 

b. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 
was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ 

filed together with the international application in computer readable form. 
1 1 furnished subsequently to this Authority in written form. 
I I furnished subsequently to this Authority in computer readable form. 

I I the statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
1 1 in the 

1 1 me statement that the information recorded in computer readable form is identical to the written sequence listing has been 
furnished. 

2 I I Certain claims were found unsearchable (See Box I). 

3 - | | Unity of invention is lacking (See Box II). 
4. With regard to the title, 

| x| the text is approved as submitted by the applicant. 
j j the text has been established by this Authority to read as follows: 



5. With regard to the abstract. 

| | the text is approved as submitted by the applicant. 

| x| the text has been established, according to Rule 3«.2(b). by this Authority as it appears in 
Box III. The applicant may. within one month from the date of mailing of this international 
search report, submit comments to this Authority. 

6. The figure of the drawings to be published with the abstract is Figure No. * A 

fx] as suggested by the applicant. i 1 

== 1 I None of the figures. 

| j because the applicant failed to suggest a figure. 

I | because this figure better characterizes the invention. 



Form PCT/ISA/aiO (first sheet) (July 19.98)* 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/ILOl/OOCOO 



Box III TEXT OF THE ABSTRACT (Continuation of item 5 of the first sheet) 



The technical features mentioned in the abstract do not include a reference sign 
between parentheses (PCT Rule 8.1(d)). 

Abstract of the Disclosure 

Hole forming apparatus (100) for forming an opening in a blood vessel (106) 
comprising a penetration head (104) for insertion through a wall of a blood vessel 
(106). The apparatus (100) has a base section (102) and at least one cutting surface 
(114) on at least one of the base section (102) or the penetration head (104). The 
cutting surface (114) is adapted to contact first an intima surface of the blood 
vessel (106). The apparatus (100) further has a shaft operatively connected to the 
cutting surface (114) and configured to rotate the cutting surface (114) relative to 
the blood vessel (106), while the penetration head (104) and the base section (102) 
are brought together, to effect a removal of a plug tissue section from the blood 
vessel (106). 



Form PCT/ISA/2 10 (continuation of first sheet(«)) (July 1998)'* 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/ILO 1/00600 



1 



A. CLASSIFICATION OF SUBJECT MATTER 

IPC(7) :A6lB 17/3* 
US CL .606/185 

According to International Patent Classification (IPC) or to both national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 606V 1, 108, 159, 181-185 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields 
sea^d 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



US 5,827,316 A (YOUNG et al.) 27 October 1998, see entire 
document. 

US 5,910,153 A (MAYENBERGER) 08 June 1999, see entire 
document. 

US 6,022,367 A (SHERTS) 08 February 2000, see entire document. 



1-50 



1-50 



1-50 



□ 

Further documents are listed in the continuation of Box C See patent family annex. 



Special categories of cited documents: 

document defining the general .state of the art which is not 
considered to be of particular relevance 

earlier document published on or after the international tiling date 

document which may throw doubts on priority claim(s) or which is 
cited to establish the publication date of another citation or other 
.special reason (as .specified) 

document referring to an oral disclosure, use, exhibition or other 
means 

document published prior to the international filing date but later 
than the priority date claimed 



later document published after the international filing date or priority 
date and not in conflict with the application but cited to understand 
the principle or theory underlying the invention 

document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive .step 
when the document is taken alone 

document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such combination 
being obvious to a person .skilled in the art 

document member of the same patent family 



Date of the actual completion of the international search 



30 DECEMBER iiOOl 



Date of mailing of the international search report 

1 1 MAR 



Name and mailing address of the ISA/US 
Commissioner of" Patents and Trademarks 
Box PCT 

Washington, D.C. *20'J3 1 
Facsimile No. (703) 305-3230 



Authorized officer 
WILLIAM W 
Telephone No. (703) 308-006*0 



lewis 'j)/a/n£j ^TH^^j^ 



Form PCT/ISAAJI0 (second sheet) (Mulv l!)<)>0+ 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/IL01/O0267 



A. CLASSIFICATION OF SUBJECT MATTER ~ 

IPC(7) :A6lB I7/OS 
US CL :606/l5S 

According to International Patent Classification (IPC) or to both nanonal classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 606/153-155. 99. 104. 108. 184-186: 600/567 



Documentation searched other than minimum documentation to the extent that such doc U ments are included in the fields 



Electronic data base consulted during the international search (name of data base and. where practicable, search terms used) 
EAST BRS ' 
search terms: sheath, slot, spike, punch.guidewire. serrated 



C DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 



Citation of document, with indication, where appropriate, of the relevant passages 



MJS 4,696,308 A (MELLER et al.) 29 September 1987, see entire 
document. 



US 5,201,901 A (HARADA et al.) 13 April 1993, see entire 
document. 



A,P 



US 5,234,447 A (KASTER et al.), 10 August 1993 
document. 



see entire 



US 6,193,734 Bl (BOLDUC et al.) 27 February 2001, see entire 
document. 

US 5,823,971 A (ROBINSON et al.) 20 October 1998, fig. 2. 



Further documents are listed in the contin uation of Box C. Q See patent family a „„e*. 

Special categories of oiled documents; 

dociimeot defining the g«n*rU state of the art which is Dot considered 



Relevant to claim No. 



20,24-29, 
34-37,43 

21-23, 
30-33 

44,46 



53-61 



1-19 



62-63 



to be of particular relevance 
earlier document published oo or after the international filing date 
document which m*y throw doubts on priority cUimfs) or which t. 

d^amout inferring to an oral discloeore, ase. edition or other 

t^Tt! 1 VahUshc / P rior to ^ international fliin* date bot later 
ibm the priority data cUimod 



Uter document pabliabed after the international filing date or priority 
date ud oot to conflict with the application bnt cited to understand 
tho principle or theory underlying the invention 

document of Particular relevance; the claimed inTentioo cannot be 
considered novel or cannot be considered to involve an inventive step 
when the document is taken alooe 

document of particular relevance, the claimed invention cannot be 
considered to involve an inventive step wben the docnmeot u combined 
with one or mora other such document*, SQC h combination bein« 
obvious to a person skilled in the art 



document member of the 



Date of the actual completion of the international search 
tf(3 SEPTEMBER aooi 



same patent family 



Date of mailing of the international search report 

31.DEC2001 



Name and mailing address of the ISA/US 
Commissioner of Patents and Trademarks 
Box PCT 

Washington. D.C. 20231 
Facsimile No. (703) 305-3SS0 

Form PCT/ISA/aiO (second sheet) (July 1998)* 



AuiWrized office] 

TU** — 

^ JULIAN W. WOO 



Telephone No. 




(70S) 308-0491 



t* 0 -0*r 2 



02 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/ 1 LO 1/00267 



Box I Observations where certain cUuma were foimd unsearchable (Continuation of item 1 of first sheet) 



This international report has not been established in respect of certain claims under Article I7(«X«) for the following reasons: 
l Claims Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 



| | Claims Nos.: 

because they relate to parts of the international application that do not comply with the prescribed requirements to 
such an extent that no meaningful international search can be carried out. specifically: 



| [ Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6 +(a). 



Box II Observation, where unity of invention j, Iacking (Continuation of item 2 of first sheet) 



This International Searching Authority found multiple inventions in this international application, as follows. 
Please See Extra Sheet. 



[x] As all required additional search fees were timely paid by the applicant, this international search report covers all 

searchable claims. r 

□ As all "u-chable claims could be searched without effort justifying an additional fee. this Authority did not invite payment 

ot any additional fee. r J 

^ ™ y »T.h° f "7 re<,U r red t dditi ° nil f " S time * Paid * *« i PP licant - this '""national «arch report 

covers only those claims for wh.ch fees were paid, specifically claims Nos.: 



□ No required additional search fees were timely paid by the applicant. Consequently, this international search report is 
restneted to the .nvention first mentioned in the claims: it is covered by claims Nos.: 



Remark on Protest Q The additional search fees were accompanied by the applicant's protest 

wo protest accompanied the payment of additional search fees. 



Form PCT/ISA/SIO (continuation of first sheet(l)) (July 1998)* 



INTERNATIONAL SEARCH REPORT 



IntcrnationaJ application No. 
PCT/ILOI/00267 



S lSA 0 f BS T A , T '? NS WHERE UN ' TY ° F INV ENT.ON WAS LACKING 
Inis ISA found multiple mvencions as follows: 

in r ,o ; s r t ps of inventions wh,ch - - °° iM - <° «*- • ^ 

fees mu „ be pafd. " mv « nt '°" s » be ••«»*«<. the appropriate additional search 

»zJo^: n s „e , c ;::. and i, - ss - drawn ,o ^ i ~ sis — «* - • «*- of „ 

Oroup II. claim(s) SO-43. drawn to a punch 

Croup HI. claitn(s) *4- 5S . drawn to a catheter system. 



J£ Rrnr; ^r^r^;'" d ° not re,a ; e to 1 sin * ,e inventive <° n ~ pt und - pct ™< »■» •• 

directed to an ™„ r «"" ^respond.ag special technical features for the following reasons: Group I is 

dieted " TcaThe" sy ste ra 3nntCt<>r de " Ver7 W ^ M » " <° ■ •«*■ oj, M i 



Form PCT/JSA/mo (extra sheet) (July 1998)* 
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/ ^ATENT COOPERATION TKE/Qf 

PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCT Article 36 and Rule 70) 



D 1 3 SEP 2m 



Applicant's or agent's file reference 
088/01360 



FOR FURTHER ACTION 



See Notification of Transmittal of International 
Preliminary Examination Report (Form PCT/IPEA/416) 



International application No. 
PCT/IBOO/00310 



International filing date (day/month/year) 
20 March 2000 (20.03.2000) 



Priority date (day /mom h/y ear) 
19 March 1999 (19.03.1999) 



International Patent Classification (IPC) or national classification and IPC 
1PC(7): A61B 17/08 and US CI.: 606/13.221 



Applicant 
BY-PASS, INC. 



1. 



This international preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 

This REPORT consists of a total of Q_ sheets, including this cover sheet. 

r^H^DjTrepon is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings 
which have been amended and are the basis for this report and/or sheets containing rectifications made 
before this Authority (see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

o^i 



These annexes consist of a total < 



sheets. 



3. This report contains indications relating to the following items: 

Basis of the report 
Priority 

Non-establishment of report with regard to novelty, inventive step and industrial applicability 
IV □ Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



I 




n 


□ 


in 


13 


IV 


□ 


V 


13 


VI 


□ 


VII 


□ 


VIII 


□ 



Date of submission of the demand 
19 October 2000 (19. 10.2000) 



Date of completion of this report 
03 August 2001 (03.08.2001) 




Name and mailing address of the I PEA/ US 

Commissioner of Patents and Trademarks 

Box PCT 

Washington, D.C. 20231 
Facsimile No. (703)305-3230 



k>rizei offic 
E. O'Connor t j 
Telephone No. 703-308-0858 



Form PCT/I PEA/409 (cover sheet)(July 1998) 



INTERNATIONAL PRE LI 



Y EXAMINATION REPORT 



Internal 
PCT/IBi 



application No. 
310 



I. Basis of the report 



With regard to the elements of the international application:* 
I I the international application as originally filed, 
the description: 

pages N2l as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of 



^ the claims: 
pages 22-26 



pages NONE 



pages 27-29 



pages NONE 



_t as originally filed 

as amended (together with any statement) under Article 19 
filed with the demand 

, filed with the letter of 



y\ the drawings: 
pages 1-25 



pages NONE 



pages NONE 



_^ as originally filed 

, filed with the demand 

, filed with the letter of 



I | the sequence listing pan of the description: 
pages NONE r as originally filed 



pages NONE 



pages NONE 



filed with the demand 
_, filed with the letter of 



With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 
These elements were available or furnished to this Authority in the following language English which is: 

□ 

the language of a translation furnished for the purposes of international search (under Ruie23.1(b)). 
I I the language of publication of the international application (under Rule 48.3(b)). 

□ 

the language of the translation furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

I I contained in the international application in printed foim. 

□ 

filed together with the international application in computer readable form. 

□ 

furnished subsequendy to this Authority in written form. 

□ 

furnished subsequendy to this Authority in computer readable form. 

The statement that the subsequendy furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing 
has been furnished. 

I I The amendments have resulted in the cancellation of 

I I the description, pages NONE 
I I the claims, Nos. NONE 
I I the drawings, sheetsAfig NONE 



This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as Filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in 
thisreport as "originally filed " and are not annexed to this report since they do not contain amendments (Rules 70.16and 70.17). 
** Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 



Form PCT/I PEA/409 (Box I) (July 1998) 



in£Ir 



INTERNATIONAL PRELIM^RY EXAMINATION REPORT 



Internati^^application No. 

PCT/I BOO/003 10 



m. Non-establishment of opinion with regard t novelty, inventive step and industrial applicability 



1 . The question whether the claimed invention appears to be novel, to involve an inventive step (to be nonobvious), or 
to be industrially applicable have not been and will not be examined in respect of: 

I I the entire international application, 
claims Nos. 62 and 73 



because: 



□ 

the said international application, or the said claim Nos. relate to the following subject matter which does 

not require international preliminary examination (specify): 



□ 

the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 

that no meaningful opinion could be formed (specify): 



the claims, or said claims Nos. are so inadequately supported by the description that no meaningful 

opinion could be formed. 

no international search report has been established for said claims Nos. 62 and 73 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions' 

□ 

the written form has not been furnished or does not comply with the standard. 



□ 



the computer readable form has not been furnished or does not comply with the standard. 



Form PCT/I PEA/409 (Box III) (July 1998) 
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V. Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step r industrial applicability; 
citations and explanations supporting such statement 

1. STATEMENT 



Novelty (N) 



Claims 1-58,63-72 



Claims 59-61 



_YES 
NO 



Inventive Step (IS) 



Claims 1-58,63-72 



Claims 59-61 



_YES 
NO 



Industrial Applicability (IA) 



Claims 1-61,63-72 



Claims NONE 



YES 
NO 



2. CITATIONS AND EXPLANATIONS 
NEW CITATIONS 



US 3,908.662 A (RAZGULOV ET AL) 30 SEPTEMBER 1975, see entire document. 



Claims 1-58 meet the criteria set out in PCT Article 33(2>-(4), because the prior art does not teach or fairly suggest an anastomosis 
connector comprising a plurality of ring segments forming a ring shape, a pivot bar connected to one of the segments and a spike 
mounted on the pivot bar wherein radial deformation of the ring shape does not effect the spike rotation position. 

Claims 59-61 lack novelty under PCT Article 33(2) as being anticipated by Razgulov et al (3,908,662). Razgulov teaches a method of 
everting a blood vessel comprising engaging a tip of the vessel at a plurality of points around its circumference, inverting the tip by 
inverting the points and pulling the points towards the distal end of the vessel (see figs 13-15). 

Claim 63 meets the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest apparatus for graft 
eversion comprising a plurality of forceps each having a joint for rotating the forceps. 

Claims 64 and 65 meet the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest a method of 
measuring a graft size comprising mounting the graft on two extensions, one coupled to a spring with a scale and one coupled to a 
handle, separating the extensions and reading the measurement on the scale. 

Claims 66 and 67 meet the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest a hole punch 
having a tip and a shaft having a depression with a diameter that increases away from the tip, and an outer tube mounted on the shaft 
and having an inner diameter that is in the range of the increasing diameter of the depression. 

Claims 68-70 meet the criteria set out in PCT Article 33(2)-(4). because the prior art does not teach or fairly suggest a method of 
forming an oblique anastomosis connector comprising providing a non-oblique connector, deforming the connector to the desired 
degree of oblique-ness and heat treating the connector. 

Claims 71 and 72 meet the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest a side 
mounted delivery system comprising a handle with an opening in its side, a graft delivery tool, and a groove and projection mechanism 
interconnecting the tool and the handle. 
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55. A connector according to claim 45, wherein all of said phirq 
constant width. 



56. A. connecior according to claim 45. comprising a strain dissipation clement at a point of 
5 connection of at least one of said elements and a spike element to which said ring segment is 
attached. 



57. A connector according to claim 56, wherein said strain dissipation element comprises a 
thickening of said axially spaced element 

10 

58. A connector according to claim 57, wherein said thickening defines an aperture. 



59. A method of everting a blood vessel, comprising: 

engaging a tip of said vessel at a plurality of points around its circumference; 
1 5 inverting said tip by inverting said points; and 

pulling said inverted points towards a distal end of said blood vesseL 



60. A method according to claim 59, wherein said plurality comprises at least four points. 



20 61. A method according to claim 59, wherein said engaging comprises engaging using 
forceps and wherein said inverting comprises rotating said forceps. 

62. A method according to any of claims 59-61, wherein said pulling comprises pulling 
different ones of said points different amounts. 

25 

63. Apparatus for graft cversion of a graft over a shaft having a tip, comprising: 
a handle for engaging said shaft; 

a plurality of forceps arranged to engage a tip of said graft where it protrudes form said 
shaft; and 

30 a plurality of joints, each one associated with one of said forceps, for rotating said 

forceps pulling a tip of each of said forceps axially along said shaft. 



64. A method of measuring a graft size, comprising: 

27 
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mounting a tip of said graft on two extensions, one extei 



one extension coupled to a handle; 

manipulating said handle such that said extensions separate; 

reading a measurement on a scale coupled to said spring; and 

selecting an anastomosis connector responsive to said read measurement. 

65. A method according to claim 64, comprising further manipulating said handle to 
stretch said graft tip. 

66. A hole puncher, comprising: 

a sharp tip for forming a puncture in a blood vessel; 

a shaft having a varying diameter and having a depression formed therein for engaging 
a wall of said blood vessel, said diameter substantially matching a diameter of said tip at one 
end of the shaft, said diameter increasing away from said tip for a first distance and said 
diameter then defining a slope of diminishing diameter towards said depression; and 

an outer tube mounted on said shaft and having an end, said outer tube having an inner 
diameter of said end that is in a range of diameters defined by said slope of diminishing 
diameters. 

67. A puncher according to dafm 66, wherein said end of said outer tube has a smaller 
outer diameter that a more proximal portion of said outer tube. 

68 A puncher according to claim 66 or claim 67, wherein said chmimshing diameter slope 
is obliquely arrange around said shaft. 

69. A method of forming an oblique anastomosis connector, comprising: 
. providing a non-oblique anastomosis connector; 

mounting said connector in a restraint; 

manipulating said restraints to deform said connector to a desired degree of 
obliqueness; and 

heat-treating said connector after said manipulation, to maintain said distortion. 

70. A method according to claim 69, comprising heat-treating said connector prior to said 
mounting, to train a deformation of a spike portion of said connector. 
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71. . A side mounted delivery system, comprising: 
a handle including an opening in its side; 
a graft delivery tool adapted to fit through said opening; and 

a groove and projection mechanism slidably interconnecting said tooi and said handle. 

72. A system according to claim 71, comprising a snap-lock mechanism for axially fixing 
said handle relative to said tool 

73. A method according to any of claims 59-61, wherein said points arc inverted 
simultaneously. 
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55. A connector according to claim 45, wherein all of said plurality 4^ITenfei6s fiWe' a 
constant width. 



iJSBUAaint. 



56. A connector according to claim 45, comprising a strain dissipation element at a point of 
5 connection of at least one of said elements and a spike element to which said ring segment is 
attached. 



57. A connector according to claim 56, wherein said strain dissipation element comprises a 
thickening of said axially spaced element. 

10 

58. A connector according to claim 57, wherein said thickening defines an aperture. 



59. A method of everting a blood vessel, comprising: 

engaging a tip of said vessel at a plurality of points around its circumference; 
1 5 inverting said tip by inverting said points; and 

pulling said inverted points towards a distal end of said blood vessel. 



60. A method according to claim 59, wherein said plurality comprises four points. 



20 61. A method according to claim 59, wherein said engaging comprises engaging using 
forceps and wherein said inverting comprises rotating said forceps. 

62. A method according to any of claims 59-61, wherein said pulling comprises pulling 
different ones of said points different amounts. 

25 

63. Apparatus for graft eversion of a graft over a shaft having a tip, comprising: 
a handle for engaging said shaft; 

a plurality of forceps arranged to engage a tip of said graft where it protrudes form said 
shaft; and 

30 a plurality of joints, each one associated with one of said forceps, for rotating said 

forceps pulling a tip of each of said forceps axially along said shaft. 



64. A method of measuring a graft size, comprising: 
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mounting a tip of said graft on two extensions, one extension coupled to a spring and 
one extension coupled to a handle; 

manipulating said handle such that said extensions separate; 
reading a measurement on a scale coupled to said spring; and 
5 selecting an anastomosis connector responsive to said read measurement. 

65. A method according to claim 64, comprising further manipulating said handle to 
stretch said graft tip. 

10 66. A hole puncher, comprising: 

a sharp tip for forming a puncture in a blood vessel; 

a shaft having a varying diameter and having a depression formed therein for engaging 
a wall of said blood vessel, said diameter substantially matching a diameter of said tip at one 
end of the shaft, said diameter increasing away from said tip for a first distance and said 
15 diameter then defining a slope of diminishing diameter towards said depression; and 

an outer tube mounted on said shaft and having a tip, said outer tube having an inner 
diameter of said tip that is in a range of diameters defined by said slope of diminishing 
diameters. 

20 67. A puncher according to claim 66, wherein said tip of said outer tube has a smaller outer 
diameter that a more proximal portion of said outer tube. 

68 A puncher according to claim 66 or claim 67, wherein said diminishing diameter slope 
is obliquely arrange around said shaft. 

25 

69. A method of forming an oblique anastomosis connector, comprising: 
providing a non-oblique anastomosis connector; 

mounting said connector in a restraint; 

manipulating said restraints to deform said connector to a desired degree of 
30 obliqueness; and 

heat-treating said connector after said manipulation, to maintain said distortion. 

70. A method according to claim 69, comprising heat-treating said connector prior to said 
mounting, to train a deformation of a spike portion of said connector. 
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71 . A side mounted delivery system, comprising: 
a handle including an opening in its side; 

a graft delivery tool adapted to fit through said opening; and 

a groove and projection mechanism slidably interconnecting said tool and said handle. 

72. A system according to claim 71, comprising a snap-lock mechanism for axially fixing 
said handle relative to said tool. 
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Application No. PCT/IB 00/003 10 
Applicant: By-pass Inc. et al. 
Filed: March 20, 2000 
Title: Low Profile Anastomosis Connector 
Examiner: Gary E. O'Connor 

RESPONSE TO WRITTEN OPINION 

This letter is in response to a written opinion dated February 22, 200 1. Claims 
59-61 of application No. PCT/IBOO/00310; "Low Profile Anastomosis Connector" 
stand rejected under PCT Article 33(2) as being anticipated by RAZGULOV et al. 
(3,908,662). 

In the invention as claimed in claim 59, the points are inverted after being 
engaged by the blood vessel. 

For example, in Fig. 1, points 109 and 118 are on the same axial plane as 
component 102. In Fig. 2A point 1 09 is unbent as it comes in contact with blood 
vessel 132. Further, the invention as claimed in claim 59 requires that the tip be 
inverted by inverting the points. 

In contrast US 3,908,622, Figs. 13-15 demonstrate a plurality of points that are 
already inverted when they engage the blood vessel. As seen in Fig. 15, the inverted 
points are not inverted further during the loading of the blood vessel. 

The following corrections of typographic errors and omissions of numbering 
in Figs. 1, 2A-E have been made according to representations in the application text. 
In Fig. 1, number 110 has been added, pointing to the upper pivot bar. 
In Fig. 2 A, number 110 has been added, pointing to the upper pivot bar, 
number 120 has been added, pointing to the lower pivot bar and 
number 118 has been addedL, pointing to the lower spike. 
In Fig. 2B, number 120 has been added, pointing to the lower pivot bar and 

number 1 1 8 has been added, pointing to the lower spike. 
In Fig. 2C number 110 has been corrected to point to the upper pivot bar 
number 100 has been corrected to point to the connector and 
number 120 has been added, pointing to the lower pivot bar. 
In Fig, 2D, number 110 has been added, pointing to the upper pivot bar. 
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In Fig. 2E, number 1 1 0 has been added, pointing to the upper pivot bar, 
number 120 has been added, pointing to the lower pivot bar, 
number 108 has been added, pointing to the upper spike and 
number 118 has been added, pointing to the lower spike. 
Claims 62 and 73 stand objected to for improper multiple dependent claims 
tinder PCT rule 6.4(a). 

PCT rule 6.4(a) indeed states, "Multiple dependent claims shall not serve as a 
basis for any other multiple dependent claim/' Both claims 62 and 73 are dependent 
on claims 59-61 which are either independent (daim 59), or singly dependent on 
claim. 59 (claims 60 and 61). Thus claims 62 and 73 are in proper form. 

In view of the above remarks and amendments, a positive IPER is respectfully 
awaited. 

A copy of this response is being forwarded to you by co urier. 



Respectfully Submitted, 




Paul Fenster 

Agent for the Applicant 
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I. Basis of the opinion 



With regard to the elements of the international application:* 

I I the international application as originally filed 
the description: 

pages 1-21 , as originally filed 

pages NONE , filed with the demand 

, filed with the letter of 



pages NONE 

the claims: 
pages 22-26 



pages NONE 



pages 27-29 



pages NONE 
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filed with (he letter of 



^ the drawings: 
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I I the sequence listing part of the description: 

pages NONE t as originally filed 

, filed with the demand 



pages NONE 
pages NONE 
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2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language English which is: 

| | the language of a translation furnished for the purposes of international search (under Rule23.1(b)). 
I | the language of publication of the international application (under Rule 48.3(b)). 

\ | the language of the translation furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the written 
opinion was drawn on the basis of the sequence listing: 

I contained in the international application in printed form. 
I filed together with the international application in computer readable form. 
~~1 furnished subsequently to this Authority in written form. 

I furnished subsequently to this Authority in computer readable form. 

I The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 
[ | The statement that the information recorded in computer readable form is identical to the written sequence listing 
has been furnished. 

4. DQ The amendments have resulted in the cancellation of: 



the description, pages NONE 
the claims, Nos. NONE 



□ 



the drawings, sheets/fig NOE 



This opinion has been drawn as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in 
this opinion as "originally filed. " 
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m. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



1 . The question whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), or 
to be industrially applicable have not been examined in respect of: 

I I the entire international application, 
claims Nos. 62 and 73 

because: 

| | the said international application, or the said claim Nos. relate to the following subject matter which does 

not require international preliminary examination (specify): 



^ the description, claims or drawings (indicate particular elements below) or said claims Nos. 62 and 73 are so 
unclear that no meaningful opinion could be formed (specify): 

Claims 62 and 73 are improper multiple dependent claims under PCT rule 6.4(a). 



[ | the claims, or said claims Nos. are so inadequately supported by the description that no meaningful 

opinion could be formed. 

| | no international search report has been established for said claims Nos. . 



2. A written opinion cannot be drawn due to the failure of the nucleotide and/or amino acid sequence listing to comply 
with the standard provided for in Annex C of the Administrative Instructions: 

| | the written form has not been furnished or does not comply with the standard. 

| | the computer readable form has not been furnished or does not comply with the standard. 
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V. Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. STATEMENT 



Novelty (N) Claims 1-58, 63-72 YES 

Claims 59-61 NO 

Inventive Step (IS) Claims 1-61,63-72 YES 

Claims NONE NO 

Industrial Applicability (IA) Claims NONE YES 

Claims NONE NO 



2. CITATIONS AND EXPLANATIONS 

Claims 1-58 meet the criteria set out in PCT Article 33(2)- (4), because the prior art does not teach or fairly suggest an anastomosis 
connector comprising a plurality of ring segments forming a ring shape, a pivot bar connected to one of the segments and a spike 
mounted on the pivot bar wherein radial deformation of the ring shape does not effect the spike rotation position. 

Claims 59-61 lack novelty under PCT Article 33(2) as being anticipated by Razgulov et al (3,908,662). Razgulov teaches a method 
of everting a blood vessel comprising engaging a tip of the vessel at a plurality of points around its circumference, inverting the tip 
by inverting the points and pulling the points towards the distal end of the vessel (see figs 13-15). 

Claim 63 meets the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest apparatus for graft 
eversion comprising a plurality of forceps each having a joint for rotating the forceps. 

Claims 64 and 65 meet the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest a method of 
measuring a graft size comprising mounting the graft on two extensions, one coupled to a spring with a scale and one coupled to a 
handle, separating the extensions and reading the measurement on the scale. 

Claims 66 and 67 meet the criteria set out in PCT Article 33(2)-(4), because the prior art does riot teach or fairly suggest a hole 
punch having a tip and a shaft having a depression with a diameter that increases away from the tip, and an outer tube mounted on 
the shaft and having an inner diameter that is in the range of the increasing diameter of the depression. 

Claims 68 and 69 meet the criteria set out in PCT Article 33(2)-(4) t because the prior art does not teach or fairly suggest a method of 
forming an oblique anastomosis connector comprising providing a non-oblique connector, deforming the connector to the desired 
degree of oblique-ness and heat treating the connector. 

Claims 71 and 72 meet the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest a side 
mounted delivery system comprising a handle with an opening in its side, a graft delivery tool, and a groove and projection 
mechanism interconnecting the tool and the handle. 

NEW CITATIONS ODUS 3,908,662 A (RAZGULOV ET AL) 30 SEPTEMBER 1975, see entire 

document. 
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